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N" of Packagos: L DRW/S

raravpntñ um--nqcur. oRr DE
t tJsP A7 EUR. PH. I \ED . ,fP XVI
\ cod¡'N.: oz+eoooo|

Lot/N,r 15100L45 Ouantity Delivered:50 KG
Ma\ufacturing Dats: 78.02.2015 Retesting Date: 27 .02.2

\
Analysis N.: 300{-0265638 Date L0.03 .2015
Anslyt¡cal Procedure: 14 SPAC- l-2

I

FAGRON IBÉRICA, S.A,U
al lote de Fagron:

sptcr bct{

Técnico

M r ruu mc roR-rjíGé16?m p-o ülnle----\-
V¡A MEOI¡ItÁ CISTERNA. 4 '\

not tz<¡upnv¡pnF n¡ apqu ra r rr rr¡r v IO4OT/CAMPOVERDE OI APRILIA ILÍI. ITALY

f.ell391 
0692900010 - FAX.{391 0692902016

| --'\- '.----

Certi !icá!e,,,of,, A,nalysis,,

Oate

03.07.2015
Purchase Order No, / Date

8L50935 / 09 .06.2015
Delivary Not€ No.

6524001292 000010
Export No, / Date

5504004757 000010 I 12.06.2015
Customer's Code No.

472257

Solubility;
Sparingly soluble in water and
in alcohol; practically insoluble

ín chloroform; slightly soluble
in ether,

ANALYTICAL TESTS RESULTS SPECIFICATIONS
MIN MAX

(

Description

lFl Spectrum identification

UV Spectrum ldentification

Chlorides identification

Eur.Ph"Assay (on dried basis)

USP Assay (on dried basis)

Loss on drying

HPLC E.P,lmp.B(PAPAVERINOL)

Complies

Complies

Complies

Positive

99.6 7o

100,4 0/o

o.o4 0/o

< 0,05 0/o

White odorless crystalline powder

Complies USP

Complies USP

Positive

99.0

98.6

101.0 a/o

100.5 %

0.50 Yo

0.10 o/o



ñ REcoRDAI
INoUSTRIA CHlMf6A E FAR liACzuTtCA S.p.A
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Delivery Note No,

552400]-292 000010

N. of Packages: 1 DRUM/s

PAPAVERINE EYDROCEIJORIDE
USP 37 EUR.PH.8 ED. .fP XVI
Code N.: 07480000
Lot N.: 15100146 Quantis Detivered: 50 KG
Manufacturing Date; 28.O2.2015 Retesting Date: 27 .02.2020

Analysis N.: 3 000025553I Date 10 . 03 . 20L5
Anal¡ical Procedure: 14 SPAC- 12

ATALYTICAL TESTS RESULTS SPECIFICATIONS
MIN MAX

(

HPLC E.P. lmp.C(DtHYDROpApAV)

HPLC E.P,lmp.D(PAPAVERALD)

HPLC E.P.lmp.E(TETRAHYDBOpAp)

HPLC E,P.lmp.F

HPLC Each other impurity

HPLC Total impurities

Sulphated ash

pH l2o/a in water)

Clarity of water solution

Colour of water solution

Completeness of chloroform solut.

Readily carbonisable sub.(USP/JP)

< O.O5 o/o

< O.O5 7o

( 0.05 7o

< 0.05 o/o

< 0.05 %

< 0.05 %

O.O2 o/o

3.2 -

Clear

Complies

Complies

Complies

O.1O Vo

O.10 o/o

O.1O o/o

0.1O a/o

O.1O o/o

0,50 0/o

O.'l O o/o

3.0 4.O

Clear

( = 6th level EP

Complete

Complies with the reference
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N. of Packages: f ORUU/S

PlP.trVERr§E ¡TYDROCEX¡ORTDE

Ys! 37 EUR.PH.8 ED. JP xvr
Code N.: 07480000
Lot N.: L5L00146' Ouantaty Detivered: 50 KeManufacturing Date: zg.Oz.zois RetJsting Date: 2Z .02.ZozO
Analysis N.; 3000025S638 Date l_0.03 .2Ol_5

Delivery Note No,
552400]..292 0000L0

( Analytical Procedure: L4 gpAC-12

ANALYTICAL TESTS RESULTS SPECIFICATIONS
MIN MAx

Org, res.solv.Methanol

Org.res.solv, Dimethylcarbonate

particle size Dfi0%)

particle size D(50%)

particle size D(g0o/oi

Bulk density Loose

\ 
Bulk density Tapped

This bat.ch
accordance

32 ppm

10 ppm

100 ppm

500 ppm

50 pm

100 lm

400 pm

O.80 grlmt

0.90 grlmt

50 pm

94 pm

171 pm

O,71 grlml

0.79 grlml

10

20

100

0.60

0.70

HPLC E.P" IMP"A (NOSCAPINE); Not applicable ro our process

has
wit

been manufacLured, packaged and
Volume 4 part tested in

II (ICHQ7).-EU GMP Guideline


